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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group I, claims 1-20 in the reply filed on 
July 7, 2009 is acknowledged. The requirement is still deemed proper and is therefore 
made FINAL. Claims 21-41 are withdrawn. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1) Claims 1-4 and 7-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nishibe et al. (US 2006/0166953 A1) in view of Saidi et al. (US 
6,241,969 B1) and Lintz et al. (US 2004/0247628 A1). 

Nishibe et al. teach a ciclesonide containing sterile aqueous suspension 
sterilized by autoclaving (see abstract; addresses claims 1 , 3 and 4). The suspension 
may comprise suspending agents and wetting agents such as 
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hydroxypropylmethylcellulose (i.e. non-ionic excipients and suspending agent; see 
paragraphs 38 and 42; addresses claims 1, 9, 10, 11 and 13). Ciclesonide is dispersed 
in an aqueous medium including the excipients (see page 3, paragraph 42, lines 5-8) to 
give a white uniform aqueous suspension before being autoclaved at 1 15 degrees C for 
30 minutes, at 121 degrees C for 20 minutes or at 126 degrees C for 15 minutes (see 
page 3, paragraph 43 and 49; addresses claims 15-19). 

Nishibe et al. does not specifically teach that the composition is suitable for 
nebulization (claim 1), nor that the composition comprises the specific non-ionic agent in 
claims 2, 7 and 8. Nishibe et al. also does not teach the osmolality range in claim 20, 
nor. Nishibe et al. does not specifically teach the motivation for the specific suspending 
agent polysorbate (claim 14), nor the pH modifying agents of claim 12. 

Saidi et al. teach an aqueous composition to treat ailments and diseased of the 
respiratory tract, particularly the lungs, comprising a cortiscosteroid that can be 
delivered through a nebulizer (see abstract). The composition comprises an osmolality 
agent such as glucose such that the osmolality of the composition is from about 280- 
300 mosmol/kg (see column 7, lines 3-9; addresses claims 1 , 7, 8 and 20). The 
composition also comprises a surfactant such as sorbitan esters (Tween series; i.e. 
polysorbate; see column 8, line 57; addresses claim 14). 
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Lintz et al. teach pharmaceutical kits for the preparation of liquid composition that 
are administered as aerosols through nebulization (see abstract and paragraph 18). 
Drugs to be delivered include ciclesonide (see paragraph 19) that can be administered 
with excipients such as citric and tartaric acid to adjust the pH (see paragraph 25) and 
surfactants to increase the wettability of the active compound or to improve the 
dissemination of the aerosol droplets in the lungs (see paragraph 27). Preferable 
surfactants include Tween 60 (i.e. polysorbate; see paragraph 27, last two lines). 

To one of ordinary skill in the art at the time of the invention would have found it 
obvious and motivated to combine the method of Nishibe et al. and providing the 
composition in a nebulizer because Saidi et al. teach that compositions can be made 
with cortiscosteroids to be delivered through a nebulizer to provide treatment for 
ailments and diseases of the respiratory tract (see abstract). 

To one of ordinary skill in the art at the time of the invention would have found it 
obvious and motivated to combine the method of Nishibe et al. and providing the 
osmolality agents of claims 2, 7 and 8 and at the osmolality range of claim 20 because 
Saidi et al. teach nebulizer compositions comprising cortiscosteroids that have an 
osmolality agent such as glucose such that the osmolality of the composition is from 
about 280-300 mosmol/kg (see column 7, lines 3-9). Buffers may be used to adjust the 
pH (see column 6, lines 64-66). 



Application/Control Number: 10/582,499 Page 5 

Art Unit: 1627 

To one of ordinary skill in the art at the time of the invention would have found it 
obvious and motivated to combine the method of Nishibe et al. in view of Saidi et al. and 
providing an organic acid of claim 12 as a pH modifying agent because Saidi et al. and 
Lintz et al. teach that nebulized composition of drugs such as ciclesonide can be 
administered with pH modifiers. Particularly, Lintz et al. teach that organic acids such 
as citric and tartaric acid to adjust the pH (see abstract and paragraphs 18, 19 and 25). 

To one of ordinary skill in the art at the time of the invention would have found it 
obvious and motivated to combine the method of Nishibe et al. and providing the 
specific suspending agent polysorbate because Lintz et al. teach that nebulized 
composition of drugs such as ciclesonide can be administered with excipients such as 
surfactants to increase the wettability of the active compound or to improve the 
dissemination of the aerosol droplets in the lungs (see paragraph 27). Preferable 
surfactants include Tween 60 (i.e. polysorbate; see paragraph 27, last two lines). 

In regards to claim 16, since Nisibe et al. adds ciclesonide to the non-ionic agent, 
it would be obvious to one skilled in the art to also add ciclesonide to the non-ionic 
agent Saidi et al. to adjust the osmolality. 

2) Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nishibe et al. (US 2006/0166953 A1) in view of Saidi et al. (US 6,241,969 B1) and 
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Lintz et al. (US 2004/0247628 A1) as applied to claims 1-4 and 7-20, in further view 
of Wurst et al. (US 2007/0025923 A1). 

The teachings of Nishibe et al., Saidi et al. and Lintz et al. are as taught above 
for claims 1-4 and 7-20. 

Nischibe et al., Saidi et al. and Lintz et al. do not teach the ciclesonide 
derivatives of claim 5. 

Wurst et al. teach that the 21-hydroxy derivative of ciclesonide, 16a,17-(22R,S)- 
cyclohexylmethylene-dioxy-11p,21-dihydroxypregna-1,4-diene-3,20-dione is the active 
metabolite of ciclesonide (see page 1 , paragraph 6). 

To one of ordinary skill in the art at the time of the invention would have found it 
obvious and motivated to combine the method of Nishibe et al. in view of Saidi et al. and 
providing the ciclesonide derivatives of claim 5 because Wurst et al. teach that the 21- 
hydroxy derivative of ciclesonide, 1 6a, 1 7-(22R,S)-cyclohexylmethylene-dioxy-1 1 (3,21 - 
dihydroxypregna-1 ,4-diene-3,20-dione is the active metabolite of ciclesonide (see page 
1 , paragraph 6). 
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3) Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nishibe et al. (US 2006/0166953 A1) in view of Saidi et al. (US 6,241,969 B1) and 
Lintz et al. (US 2004/0247628 A1) as applied to claims 1-4 and 7-20, in further view 
of Sambuco et al. (US 2005/0175546 A1). 

The teachings of Nishibe et al., Saidi et al. and Lintz et al. are as taught above 
for claims 1-4 and 7-20. 

Nischibe et al., Saidi et al. and Lintz et al. do not teach the particle size of 
ciclesonide as in claim 6. 

Sambuco et al. teach an aqueous suspension of sterile micronized drug particles, 
particularly corticosteroids such as ciclesonide, administered by inhalation, which 
produces homogenous dispersions of particles characterized by optimal size and size 
distribution (see abstract and paragraph 29). The particles are preferably less than 7|um 
(see paragraph 33), which can more easily dissolve in the lung fluids and penetrate into 
the cells in a better way, giving rise to a prolonged activity (see paragraph 39). 

To one of ordinary skill in the art at the time of the invention would have found it 
obvious and motivated to combine the method of Nishibe et al. in view of Saidi et al. and 
providing the particle sizes of claim 6 because Sambuco et al. teach that particle sizes 
less than 7|um (see paragraph 33) can more easily dissolve in the lung fluids and 
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penetrate into the cells in a better way, giving rise to a prolonged activity (see paragraph 
39). 



Conclusion 



No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KENDRA D. CARTER whose telephone number is 
(571 )272-9034. The examiner can normally be reached on 9:00 am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on (571) 272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kendra D Carter/ 
Examiner, Art Unit 1627 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1627 



